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Photo 6y Philadelphia Inquirer 


When the Division of Food, Drug and Cosmetic Law in the Section of Corpora- 
tion, Banking and Business Law of the American Bar Association met in Phila- 
delphia on August 23, numerous distinguished representatives of the United 
States Department of Health, Education, and Welfare attended. Many of them 
spoke at the sessions, held in Price Hall of the University of Pennsylvania. 
A group of them are pictured above, conferring with Charles Wesley Dunn, 
chairman of the division. Shown, from left to right, are: Mr. Dunn; George P. 
Larrick, United States Commissioner of Food and Drugs; Donald M. Counihan, 
Legislative Liaison Officer, United States Department of Health, Education, 
and Welfare; Bradshaw Mintener, Assistant Secretary of Health, Education, 
and Welfare; William W. Goodrich, Assistant General Counsel, Food and Drug 
Division of the Department; and Parke M. Banta, General Counsel of the 
Department. Harry J. Anslinger, United States Commissioner of Narcotics, 
who was also among the speakers, is not pictured. This September Journal 
includes the addresses of Mr. Mintener, Mr. Larrick, Mr. Anslinger and 
Mr. Goodrich, as well as those of G. Cullen Thomas, vice president of General 
Mills, Inc., Minneapolis, who served as chairman of the Citizens Advisory 
Committee on the Food and Drug Administration, and Irving H. Jurow, of 
Bloomfield, New Jersey, general counsel for Schering Corporation. 
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ENFORCEMENT 
VIA EDUCATION 








By BRADSHAW MINTENER 


The Assistant Secretary of Health, Education, and 
Welfare Addressed the Annual Meeting of the Divi 
sion of Food, Drug and Cosmetic Law, American Bar 
Association, at Philadelphia, on August 23, 1955 


M R, CHAIRMAN and Fellow Members of the Division 
Fifty years ago Ls Harvey W. Wiley was engage din the final 
25-year campaign for a federal food and drug law \ 


stages of his 
lune 30 1906 when bheodore 


we all know, his efforts culminated on 
Roosevelt signed the Meat Inspec tion Act and the original owe 


Drugs Act. That occasion was and still is one of the memorab! 


of American history 

Mark Sullivan, in his monumental history, Our 7 mes, devote 
chapters to the progress and significance of Wiley’s battle. He 
women of this country who 


it, particularly, a victory for the 
yust begint ing to show their power in the politi al arena 


In our day the right of the people of the Nation to pure food 
d ! | ! 


cosmetics, and truthful labeling of these 


| he peopl 


effective drugs and safe 
produc ts has become recognized and is widely accepted 
through the Congress have assigned to the federal government major 
responsibilities for providing such protection 
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Next year, we will be celebrating the golden anniversary of this 
basic and important federal law. It should be an occasion of national 
and international interest and, of course, our chairman has been mak 
ing some wonderful plans for a public meeting in Washington which 


will be a fitting observance of this great anniversary 


This fiftieth anniversary will be a year-long observance, for there 
are many organizations which will take more than passing notice of 
it at meetings throughout the year in all parts of the country. It should 
be of equal interest to civic, professional and trade organizations, as 
well as to lawyers and law-enforcement officials 


Recently, I sat in at a meeting in Washington of the Anniversary 
Committee of the Association of Food and Drug Officials of the United 
states. This committee adopted a resolution recommending that the 
commemorative observances during 1956 should recognize the follo 
ing objectives 

(1) To further public understanding of the food ar lrug laws, fe il 


state and local, that protect the American public; 


2) ‘To mftorm the public of the benefits to industry and consume 
result trom effective enforcement of these laws: 

(3) To give recognition to the food, drug and metic dustri 
have cooperated in making the foods, drugs and cosmet f the United Sta 
the best in the world; 

(4) Che ig! pt bli educatior t stre gther the tut ‘ etiect 

| l ind cosmet law i t msure the ma te i ‘ ! a 
tandard hich consumer f our country now eny 


The Association of Food and Drug Officials is planning a spec 


program at its annual meeting in New York on May 7, 1956, a 


of its district associations will also have anniversary programs at their 
meetings on different dates throughout the coming year. The 
ask the governor of each state to proclaim the week of May 7, 195 
as “Pure Food and Drug Week.” 

The Post Office Department has been asked t ssue a commen 
orative stamp honoring Dr. Wiley. One of the last official ts of 
Secretary Hobby was to make such a request in rit yr I the | { 
master General 

This fiftieth anniversary its a natural landmark of progr he 
food, drug and cosmetic industries of this country It inticipated 
that there will be a desire on the part of these industries to promote 
the objectives of the anniversary program through various med lo 
assist such efforts the anniversary committee has appointed Mr 
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Howard Prentice, vice president of the Corn Industries Kesearch 
Foundation, to serve as industry co-ordinator. S. F. Riepma, president 
of the National Association of Margarine Manufacturer s the chau 


man of the food industry committee and Adam H. Fiske, vice preside 


of Eh Lill ind Company is chairman of the drug and met 
industry committee. with S. L. Mavham. executive vice president of 
the I let G | \s ciatior is vice cl rmat 

Dr. Harve Wilev was a manv-sided n it he w beware 
else an ed tor. Fifteen vears of his life he spent in the teaching pr 
fessior grade from country elementar } to 1 rsit 
an invaluable training for his future career. Literally, he taught 
\mer mer ndustry, the pre the prote ' 1 the 
I KeT eT! he harm done by 11 tarv i | ' | ' 
natent ene Year after vear he dramatized th ' 
protect ‘ the pul underst 1 that eed ! 1, 
ictio 

Phere an ee ee ee ee ey 
that « I eneration must leari new its pr en ts 1 ht 
liberties, As lawyers, we know that the practical effectiveness of 
laws depends greatly upor public understanding and support ry} 
especial Vy true ol complex statute like the Federal kood. rue dl 
( osmet \ct wl } regulate hiol ‘ hy j ‘ ‘ 

This fternoot e are to hear Mr. G. Cullen Thon e pre 
dent of General Mills. Ine Minneapoli the distingul hed hart 
of the Citizens Advisory Committee on the Food and Druge Ad 
tration \lthough the major recommendation of that committees ’ 
tor j thre to tour fold expansion ot the ta litve and taft of the 
Food and Drug \dministration if onitv ntlw ef pha ed the n 
portance of trade nd public education as meat of se 7 o hetter 
complhianes The report made numerous recommendat hicl 
are now under tudv in the Department of Healtl edu t 
Welfare. Of course, the use of educational method net ‘ t trie 
Food and Drug Administration. and the report —" ‘ : 
the use of education as an instrument of enforcement | 
received the attention t deserve Further re here the 1 
tende ! i entorcement organizat re " ‘ 
primarily upon leg sanctions r.as the H er Comr f 
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This morning I would like to speak briefly on the use of educa 
tional methods in food and drug law enforcement, the possibilities 


and the limitations. 


There is no question that there are some officials and lawyers, who 
prefer the so-called “punitive approach.” Their argument runs some 


thing like this 


There is a law on the books. Congress or the legislature estab 
lished penalties for violations and appropriated money to apprehend 
violators. So let us just enforce the law. Of course, the laws are 
meant for all, and ignorance of the law excuses no one. This principle 

iqnorantia legis neminem excusat—is the same idea, of course, as the 
doctrine of caveat emptor in the field of business. For your own prote¢ 
tion, inform yourself. Or, to plug our own profession—hire a lawyer! 


\nd be sure to pay him well! 


Now this approach, while harsh, has much to commend it. Cet 
tainly, it is not paternalistic. It does not coddle the citizen. He ha 
his duty to know and obey the laws. It keeps government simple, and 
unless too much resistance or litigation develops, it is economical 
There are people in business who would favor this kind of administra 
tion of the pure food and drug laws because they think it is best for 
them and for the country. They think they know how to keep out of 
trouble; the other fellow is the one who is going to get caught. Of 


course, it makes business for the judges, courts and lawyers 


Let us now consider the opposite extreme. This is the 100 per cent 
educational approach. Sometimes it is slightly contaminated with 
just a trace of law enforcement. There is a big stick handy somewhere 
around the house, but ma can never find it when the kids get unruly 
Or there is a little enforcement, but there is so much procedure mixed 


up with it that nothing much ever happens. If any trouble really 


develops, the main penalty is the counsel fees or other incidental 


Some of the most rugged individuals in business like this educational 
approach to law enforcement. Some would like it even better if they 


could take their education straight, undiluted by enforcement 


Quite seriously, this approach, too, has much to be said in its 
favor, Most Americans are moral, law-abiding people. It is 
desire to have good laws and to obey them. The food and drug indus 
tries particularly desire to comply with the food and drug laws, for a 


number of different reasons. Indeed, in some situations it is entirely 
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practical to obtain good compliance with the law by educational mear 

alone. It has been done. From the standpoint of economy this educa 
tional method may be more, or less, costly to the taxpayers than what 
we have called the “punitive” approach. It depends on how many 
plants your “educators” have to inspect, how many sanitary poster 

and booklets you have to print, and so on. The estimate must be fig 
ured in terms of the results obtained. Always we must ask: What 


does this accomplish for the consumer 


Education v. Enforcement 


Education v. enforcement ts a good subject for a debate. We are 
all aware that there are proponents of both of these approaches, in 
industry, among the public and in the various branches of government 
However, it is my observation that those who hold for the extremes 
are very much in the minority. But there ts no question that the 
current trend of thinking is in the direction of putting more emphasis 


on the educational approach 


There are a number of reasons for this deve lopment I think one 
is the increasing technical complexity of food and drug production. A 
good example is the problem of spray residues, which is dealt with in 
the new pesticide amendment to the Federal Food, Drug, and Cos 
metic Act. In the circumstances of modern production, rules of law 
are needed to protect consumers against hazards which industry, too 
would like to avoid. The government needs the aid of industrial 
research and know-how to deal with these problems It 3 i type ol 
situation which requires cooperation. The cop-and-robber approach 
would not protect the public as well as the cooperative or educational 
approach. Of course, there have always been such situations. Trade 
cooperation with FDA, in the interest of public health and good bu 
ness, is really nothing new 

Several years ago FDA’s Associate Commissioner Stephen 
pointed out that education is not a one-way street. In an article in 


the Foop Druc Cosmetic Law JourNat, he said 


The cause for tair and intelligent enforcement unquestionably receive t 
as great an impetus from the knowledge that the Food and Drug Administration 
gains from industry as from the knowledge that industry gains from the Food 
and Drug Admiunustratior 


The thing that is new 1s that there is more need than ever for thi 


ext hange of know ledge 
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Another reason for the current emphasis on educa 
a growing realization that education can be utilized 
effectiveness and benefits of a law-enforcement progra 
idea that enforcement can be made to go a lot further 
panied by the right kind of educational work 
also see education as strengthening their hand 
can mean better preparation, and the 


ynorance may be removed 


‘ 


\ third reason tro} the presel t interest i! edur 


that the Food and Drug Administration has negle 


opportunities in this area. That was the conclus 
Commission and the citizens Committee \t 
‘tt has not been generally realized how much 
actually been carried on for vears by the Food 
tion, quietly and without tantare 


It is a fact that FIA has always operated 


better complhance with the law can be obtained thre 


of education and enforcement than through entorcemet 


of the work done by all the professional employes 
Drug Administration is. devoted to such activiti 


questions of the regulated industries, advising firm 


tion and labeling problems, preparing reque ted 1 


trade, scientific and professional groups and pa 
tional programs designed to promote complhan 
cannot distinguish where “education stops and 

lo illustrate, the report ot % inspector regaré 


tions observed In «a plat Di highly educ 


preliminary to court actor 


4 well known that the ood and 


always had an open door policy, meaning that 
ber of a regulated industry, or the press, can 
food and drug officials at any time I know 


that it 1s standard operating procedure for then 


dustry any new regulatory campaign before it 


never been denied an interview | have not alway 


and vou won't either. Otten industry people have c 


planning of new regulatory programs by furnishing valuable data on 


trade practices and then have gone out and organized imdustr pro 








VY €2 pl 
Xap 


but they are 


\dministration pre 
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In my opinion, the Food and Drug Administration should under 
take the further development and expansion of this educational ap 
proach to food and drug law enforcement. I will not here repeat the 
many excellent suggestions in the citizens committee report, some of 
which will no doubt be adopted. Instead, I would like to comment on 
some basic principles relating to government information. This, of 
course, has a close relationship to the educational function in a law 


enforcement program, which we have been discussing 


Government public information programs, including those related 
to law enforcement, generally have a statutory basis. That is so in 
the case of the Food and Drug Administration. Beyond this, however 
government information activities have a constitutional foundation 
Inherent in our system of government is the right to information about 
all public business and the corresponding duty of government to make 


such information available 


Right to Know; Duty to Inform 


The duty to inform embraces, first, factual information upon which 
the citizens of a democracy can base decisions and, second, factual 
information about how the people’s money is spent. Government 


information should not propagandize. 


Obviously, a government educational program in support of law 
observance must be in conformity with these principles, as well as 
any specific statutory requirements. There are some very basic differ 
ences between what is appropriate in the area of government informa 
tion and what may be encompassed in the areas of public relations or 
advertising. Yet notwithstanding these distinctions, I am sure that the 
Food and Drug Administration can legitimately and widely expand 
its educational effort along several broad lines. One of these should 
be the improvement of channels of communication between the Admin 
istration and the regulated industries. Through such channels we may 
direct our educational effort to the majority of the members of industry 
who are seeking to comply with the law, while the enforcement effort 
is directed against the smaller group who violate its provisions 
Another area in which greater knowledge of food and drug protection 
will pay dividends to all concerned is in the health professions, espe- 


cially medicine, pharmacy and nursing. 


It is obvious that the general public is not sufficiently well informed 
regarding the need for food and drug laws and their adequate enforce 
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ment. Citizens—the stockholders of government—have a right to 
knowledge about our problems; otherwise, how can they evaluate the 
job that government ts doing ’ It should also be realized that there 
are serious problems in consumer protection which can never be ade 


quately solved by law enforcement alone 


Recently, Commissioner Larrick pointed out the tragic conse 
quences of growing exploitation of worthless remedies for cancer, Mr 
Larrick stressed the need for increased educational emphasis on what 
constitutes competent medical care, the importance of seeking adequate 
treatment and the dangers of reliance on quack remedies, When 
medical quacks pose as experts in treating cancer, the public doe 
indeed need to be informed about them. Here ts an opportunity for 
education that will save lives. The physicians and pharmacists of the 


country should join with us in government in this important effort 


Of course, no amount of education can be completely effective in 
putting out of business such criminals as the promoters of these quack 
remedies or the racketeering dealers in spoiled food The only con 
pletely effective education for them is a good stiff jail sentence. In all 
my reading on the subject of pure food and drug laws I have never 
encountered any authority who believed that education alone could 
do a job of real law enforcement. All agree that education can be used 


to promote law observance. We are going to do more educating 


In my opinion, the present interest 11 education mav be a sivn 
that we have good law enforcement Certainly we may count on 


1 


continuing to hear from defense counsel] the argument that the vyovern 


been “arbitrary, unreasonable, and punitive Hlowever, 


ment has 
my 21 years as a lawyer for Pillsbury Mills, Inc., one of the Nation 
large food manufacturers, I never found the Food and Drug Admini 


tration arbitrary, unreasonable or punitive 


Seriously, the present interest in the educational approach spring 
l am sure. trom tar deeper motives thar inv desire tor easygoing 
enforcement. The question before us is not a question of education v 
enforcement. Rather, I think it is a question of enforcement via educa 
tion—and a sufficient quantity of each. The aim of both is good la 
observance. The produ t of good law observance must be better foods 


drugs and cosmetics for the American people and the world. Educa 


tion should not be mistaken for leniency. It is in fact an essential 


means of good law enforcement 
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Pioneer Educational Work in Legal Profession and Law Schools 


In con luding this address, I think it is 
to call attention to the yreat educational 
the legal profession with the establishment 


Cosmetic Law Section of the New York State 


with that came the loop Druc Cosmetic Law fo 


the establishment of this division of the Americ: 


and the creation of The Food Law Institute 
New York University 
Lectures and courses in food, drug and 
sponsored by the institute at such institutions 
\tlanta, George Washington University, the 
the Harvard University Schools of Busines 
itv of Minnesota. Already, graduates from 1 
ng good positions in industry, in governn 
The leval protes ton today knows fart 
etic law than it did ten years ago before tl 
This development, however, is not limited to 
Through these meetings and courses and thre 
or KNAI industry has a much better knowledge 
like here to urge that each ot you take every opportu 
the work of The Food Law Institute and the Foop D1 


JOURNAL, and to get your principals and clients 


Tribute to Founder and Builder of Programs 


Now I would like to say something about 
our distinguished chairman, the man who ha 


builder of these activities. | am sure he 


j 
| 


because he has already built several. I don’t k: 
energy, but it 1s a constant source of inspiratior 

who has so much enthusiasm for the work he is doing 

Dunn is one of the great men of our professior 

word, and not a hearer only. He ts truly an outstand 

man, | daresay that there would not have been a Nutrit 

Section of the New York and American Bar Associatior 

Law Institute, and we would not be here today for thi 

program, if it were not tor the vision, the perseverance and the pet 


sonal and financial sacrifice of my old and dear friend Charlev Dunn 


[The End] 








Progress and Problems 


By GEORGE P. LARRICK 


Mr. Larrick, Who Is Commissioner of Food and Drugs in the Department 
of Health, Education, and Welfare, Delivered This Speech at the Re 
cent Annual Meeting of ABA's Division of Food, Drug and Cosmetic Law 


in Price Hall, University of Pennsylvania Law School, at Philadelphia 
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In 1954, under Delegation No. 1, the President transferred certain 
responsibilities for civil-defense planning to the Department of Health 
Education, and Welfare. The delegation pertaining to safeguarding 
the food and drug supply of the Nation became logically the responsi 
bility of the Food and Drug Administration. Even before this formal 
delegation of responsibility, the Department had been active in par 
ticipating with the Federal Civil Defense Administration in planning 
in areas within the interest of the Department. As you know, it 1s 
the normal responsibility of the FDA to safeguard the interstate food 
and drug supply of the country and to co-ordinate federal activities 
in food and drug enforcement work with the activities of the corre 
sponding state and local officials. In peacetime emergencies and in 
wartime, these same re ponsibilities continue, with the added problems 


brought about by the emergency conditions 


Civil-Defense Planning Instruction for Food and Drug Officials 


In 1951, our scientists developed a training course which was 
attended by all inspectors, chemists and other professional members 
of the field and headquarters staffs of FDA, and by many state and 
local food and drug officials. The purpose of this course was to 
present information concerning the problems of atomic warfare and 
of chemical and biological warfaie, with particular reference to their 
effect on food and drug supplies.. This involved discussion of the sci 
entific aspects of these types of warfare; the theoretical, practical 
and scientific problems; the methods of detecting and measuring 
contamination; the problems and procedures of decontamination 
Some equipment for measuring radioactivity has been acquired and 
supplied to all our field district offices. This year we are offering 
this instruction to state and local food and drug officials and others 


who would have responsibilities in monitoring food and drug supplies 


following an enemy attack 


Before adequate plans can be made for appraising the condition 
of foods and drugs that may have been exposed to atomic, chemical 
or biological attack and before adequate plans can be formulated for 
disposal of contaminated material or the decontamination or recondi 
tioning of damaged goods, it is necessary to have knowledge of the 
effects on food and drug products of exposure to these contaminating 


sources 





Application of Chemical-Warfare Research 
to Peacetime Problems 





work of a 


the problems that aris 


numbe | nited 
n the Importation ‘ shelled 
there had been a urplus of dome 


situation 


bulged with unused stocks Phe 


failure la tremendous demand 


a tot 


S$ million pe a peanuts. Later 
announced provided however that 
ustom lv 31, 1955. After that 


ft approx ly 2.000.000 pounce 


I he lirst shipme nt bevar 
(dur New Orleans chemists 


experience Ww. 


iT March 


quatity he same 


stored 
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Necessity for Adequate Chemical-Additives 
Legislation Grows 
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will be adequate to protect the public and at the same time 

be unnecessarily burdensome on business. This whole problen rf 

chemical additives is one that has plagued food officials and manu 

facturers ever since the days of Dr. Wiley The complexity of our 

food processing and production increases as emulsifiers humectants, 

mold inhibitors, plasticizers, rancidity retarders and growth stimulants 
to name a few elements—-become more and more a part of our 


daily food 


Many people have become concerned wi i ontent of 
their diet. Others substitute artificial sweet: s fo arbohydrates 
and watch their calories with care. The hoped-fo ‘velopment of 
nuclear energy for peaceful purposes will inevitabl bI 


of nuclear contamination of air, water and soil 


protecting workers and, particularly, preventing 


food crops with nuclear-active wastes may well be the 

that determines the speed with which peaceful utilization of nucl 
will progre 

All of this prompts a bac kward look t 


Methuselah 
And 


Methuselah wot need to be much 
ate because hi or] as a ¥ simple one. Ti ve changed 


[The End] 


¢ ABA DIVISION ELECTS 1955-1956 OFFICERS 





Comments 


on the Citizens Advisory Committee Report 


By G. CULLEN THOMAS 


The Chairman of the Committee, Vice President of General Mills, 
Spoke Before the Division of Food, Drug and Cosmetic Law, Sex 
tion of Corporation, Banking and Business Law, ABA, on August 23 
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particular phase of the problem 


was imple yet comprehensive 


Seven subject areas of study were 
the c subjects at least two committee 
accepted the responsibility of studying 
investigations on those particular phi 


tie Thus, each committee member 
| 


these are: lacing individual resp 


tive working membe 


These even task committee 


up with report which 


Committe 


determine the adequat 
1¢ and rie the d ol the 


ith modern developments 
lo cle termine the adequat \ 
To determine t he idequac 


{ 1) To dete rmine the adequ: 


intormation activits to the publi 


lo determine the 
drug progran in the foll 


cosmety 


(6) To determine the adequ 
with other agencies of the federa 


yovernment 


(/) lo cle termine the 
meet it respon ibalitie 


‘ 


You will note in each 

quacy” quit a comprehensive and challenging 
tuted the major decisions of our first general ce 

it is quite significant that the committee 

on March 3, to receive from Mrs. Hobby o 

ize for our study and on April 12, to re 

reports ol the seven task committees and to assig1 


summarizing and putting together the final report 
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This is without doubt the most sought-for goal for any business today 
I know of no better way for those companies dealing in foods, drugs 
and cosmetics to win this public confidence than to comply in every 
way possible with both the letter and spirit of our food and drug 
laws. I personally have seen policies of this type pay off in two 
segments of the food industry with which I have been connected for 
some 40 years—-namely milling and baking Chu [ would urge 
you lawyers as a group and individually to look upon FDA as partners 
with your clients in the building of their businesses. On behalf of 
my committee I earnestly hope that you will study our report cart 
fully and, if you agree with the substance of it, assist to carry into 


effect the recommendations we have made 


I’m sure that each committee member would want me to say that 


Health, Education, and Welfare and Mr. Larrick and their staffs u 


implementing a program to build a more effective and efficient Food 


he or she stands ready and willing to further assist the Secretary ot 


and Drug Administration This, as I understand it, is also the goal 
of the great amount of legal talent represented here today as ectio1 


of the American Bar Association [The End] 


¢ FDA REPORT FOR JULY ¢ 


Forty-tw cast vere reported by the ke land Drug Ads 
tion, United States Department of Health, Education ind Weltare 
it monthly statement otf termimated court act ! ! y cleast 
August 31, 19 (ot these, 32 were seizures of violat 
vere prosecution cases, and one was an injunction a 1 t 
case was brought for violation of probation in a pre 
ict ] 

The eizure case mvolved 19 contaminated 1 a i 
tandard dhietar pre duet Ex i the drug ez | I t ive 
composition tated on their labels Dhree« ere lr 

thout having been established a ale The Federal | 1, Ds 

Cosmetic Act require manulacturers of ne drugs t file t IDA 
ipphieati m containing the result ot crentifi test t tlhe itet 
i the new drug betore it is marketed 

\ vetermary preparation nvolved in the prelimina 
vas the ubject of a contested seizure action in Maré 19 Wi 
previous seizures based on talse and misleading clain the labe 
evised to drop the claums for the treatment of bloat in farm anima 
but the government charged that the new li meant ‘ 


farmers, and the court upheld the seiure f the relabele ' 













A Comparison of Some Important National 
Narcotic-Control Policies 


of the United States and Canada 


By H. J. ANSLINGER 


Unity of Purpose and Action to Eliminate the Illicit Narcotic Traf 
ficker Is Mutually Advantageous to the Two Countries, Reminded the 
Author, Addressing the August 23 American Bar Association Meeting 
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Mr. Anslinger Is Commissioner 
of Narcotics, United States 


Treasury's Narcotics Bureau 








Ihe ttiona ul tr ' oft oth countri ire desig { 
permit the availability of narcotic drugs for proper medica | 
entific use, and to prohibit the availability of ich drugs 
medical use They do not recognize as legal the suppl 
cotic drugs to any person for the mere gratification, perpetuat na 


pread of drug addiction 


Drug Addiction 


kor many years morphine, heroin, smoking opiut il 
were the principal drugs used illicitly in the United Stat nee 
about 1950 it has been evident to narcotic agents and i c¢ 
authorities that most addicts ! the | nited State have preterre 
herom lhe ( anadiatr enate committee lkewise found that hers 
the drug that is most commonly employed in addiction in Canad 
lhe Canadian committee noted that Canada had avreed to make n 
portations of heroin illegal and that the prohibition of heron me 
into effect in Canada lanuary ] 195 ro all intents and purp ‘ 
heroin ha been *‘ utlawed 1! the { nited Stite nee }074 I he 
ource of supply of illicit heroin, in both countries found 


tities of the drug smuggled in from abroad, despite the unremitt 
vigilance of all officers engaged in antismugelin 


Lhe total number ot addicts in the U1 ted States today est 


mated at between 50.000 and 60.000. or an incidence of aly 











Narcotic Clinic System 
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vas thought might present a simple and easy solution of the problen 
arising from nareotic-drug addiction. In some of these clinics addict 
vere given diminishing amount of narcotics with the desig 

reaching a minimum dosage that would prevent withdrawal symp 
toms; in others, the customary dosage was maintained or often 
creased upon the demands of the addict During the four or five 
years that the clinics were in operation, it became apparent that the) 


vere nothing more than sources of supply auxiliary to the regulars 
ilheit narcotic trafh which continued unabated That the clint 


yp illicit drug peddling is evident from the fact that during 


one year in the 1920 while the clini were operating, the very 
large amount of 71,151 ounces of narcotics was seized in the dome 

illicit traffic. By the end of 1925 all of these clinics had been closed 
by the various state authorities because of their total failure to solve 


the addict probl m 


The ambulatory treatment for narcotic addiction contemplat 
in essence, the dispensing or administering of narcotics to the addict 


in gradually diminishing doses, under circumstances where the addict 
nevertheless has the opportunity to supplement his narcotic sup 
from other sources. This method of treatment was condemned in the 
report of the Committee on Narcotic Drugs of the Council on Health 
and Public Instruction, American Medical Association, as published 
in the journal of that association on June 14, 1924. This committe: 


reported its conclusion as follows 


In the opinion of your committee, the only proper and é 
ol treating narcotic drug addiction is under such conditions of cont: f | 
the addict and the drt ; that any admunistrat mn ota habit-forming i 


drug must be by or under the direct personal authority of the physician, wit! 


chance of any distribution of the drug of addiction to others, or opportunity 
for the same person to procure any of the drug from any urce other tha 
from the physician directly responsible for the addict's treatment 


More recently—in an article published in the Journal of the Amer 
can Medical Association of December 4, 1948—three medical officers of 
the United States Public Health Service Hospital at Lexington, Ken 
tucky (an institution dedicated to the care and treatment of drug 
addicts), confirmed this viewpoint, stating in part: “Withdrawal of 
drugs from narcotic addicts on an outpatient or office basis should 
not be undertaken; it almost surely will fail.” The ambulatory treat 


ment for addiction was also condemned in a resolution adopted by the 
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NARCOTIC-CONTROL POLICIES 
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f Michigan provide sa penalty of from 20 years to life imprisor 
the unlawful sale of narcotics. and the law of Ohio, recent! 
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Patchwork on a Crazy Quilt 


of Administrative Procedures ——— 


ryytik FLURRY OF BILLS introduced in this Congress on the 

| subject of chemicals in foods, as well as the important innovations 
already made a part of existing law by the pesticide-chemicals amend 
ment. have made me wonder what the future holds for the administra 
tive process under the Federal Food, Drug, and Cosmetic Act | 
wonder whether administrative procedures will continue to spring up 
and yrow like al “Topsy whe ther they will be aba dor ( d altoge ther 
in favor of court trials or whether there are not some fundamentals 
that can be avreed upon to preserve the best teatures of the admit 1s 
trative process without writing more and more complicated and time 
consuming procedures nto this basi law every time a new problem 
arises 

Is it necessary, for example, to meet great problems like chemicals 
in foods only indirectly, by redesigning procedures to limit administra 
tive discretion and to broaden judicial control, rather than by going 
to the heart of the matter’ Or perhaps | should ask: Is experimenta 
tion with the mechanics of the administrative process a suitable way 
to protect the public’s and your clients’ interests in a field wherein 
decisions and judgments necessarily rest on evaluation of the most 
complex scientific data ’ 

Today there seem to be few who will openly dispute the need for 
legislation at the federal level to require that chemicals intended for 
use in foods be adequately tested and their Salety established before 
they enter the Nation's food supply But here apparent agreement 
ends, Solutions of legislative draftsmanship to deal with the problem 
are poles apart 

One group would reduce the administrative agency to the role of 
an interested bystander. The Department of Health, Education, and 


Welfare would be entitled to be informed of the manufacturer's plan 


604 











By WILLIAM W. GOODRICH 





Mr. Goodrich, Assistant General Counsel for Food and Drugs, Department 
of Health, Education, and Welfare, Addressed the 1955 Meeting of the 
Division of Food, Drug and Cosmetic Law of the American Bar Association 


° 
to offer a new chemical tor food use and of the scientific b: on which 
the plan rested But if the agency was unconvinced by the scientifs 
data subn itted 1 could ol ly eCXpress al ilverse Opinio} nd take on 
the burden of backing up its opinion in a suit for injunction to prohibit 
the distributi 
\nother group proposes a more dynamic role for the ood 

Drug Administration as a guardian of th ifety of food additive 
The Administration not only would expre in opinion on th Cl 
tific data submitted to it, but it also would be authorized t ie a 
regulatior based on the data specifying the conditions under which the 
chem cal could be safely used \ dissat hed party \\ | ne to chal 
lenge the regulation, could precipitate a formal hearing and could 


obtain ud ial revicw before the [ nited Strite ( ourt oft \opea 


the records made at the publi hearing 


Still others propose a combination of the tv procedure Dhey 
would give the manufacturer the option of requiring the government 
to proceed either by the injunction route or by an administrative 


hear iny 


Chere are proposals in some bills—omitted in other hich call 
for reference of scientific disputes between the agency and n 
facturer to an ad / committee for settlement The committee might 
be comprised either of a group of scientists or of representative rf 
business, government and science 

This somewhat oversimplified descry n of the mpeting pi 
posal should be enough to alert al f you to the tact that legislation 
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on chemicals in foods may well be concerned more with procedure than 
with the proper evaluation of scientific data which is the grist for the 


regulatory mill 


Controversy As Old As Act Itself 
This, of course, is not the first time in the history of food an 
druy legislation that attention has been diverted from underlving 
issues and concentrated on the procedures for solving the problems 
The 1938 Act itself, in its final stages, was a product of a heated con 


troversy about administrative procedure 


\pple growers’ fears of an inadequate administrative tolerance for 


lead-arsenate spray residues were largely responsible for the formal 


rule-making requirements of Section 7O1(e) and (f). Before the bill 
was finally enacted, numerous procedural proposals were made. One 
draft called for the establishment of public health and food standars 


committees appointed by the President to aid and advise the Secretary 


in promulgating regulatior 


The final pattern of the 1938 Act respecting torn il rule-mal 
with findings of fact on the record and with prov on for idicial 
review of regulations on the record in court, did not emerge until 


\pril of 1938, only two months before the bill was finally passed 


This was, indeed, a new experiment in administrative procedure 
in which techniques developed for administrative adjudication were 
rratted onto a rule-making process 


1 
Clih 


Phe Department of Agriculture strongly objected, stat 


sidered opinion that it would be better not to amend the law at 

than to include the new provisions. Th minority report of the House con 
mittee characterized the procedure as “wholly unprecedented It 
urged that no procedural and review impediments be placed in the 


nt of essential 


Way ofl prompt promulgation and ettective entorceme 
lin the fina 


regulations Nonetheless. the provisions were retained 


bill 


Criticism of Excessive Formalism in Rule-Making 
Professor Davis, one of the most thoughtful students of the 
administrative process has severely criticized the excessive formalism 
adopted in 1938. He points out—quite properly, | believe—that trial 


methods for resolving the nonfactual issues which are the principal 


concern otf rules are out of place in rule making He suyvests that the 
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There are now, and have been, disputes about what wil 
tolerances tor ome produc ts. but these disputes have been discussed 


between KDA and the interested manufacture A data has bee 


frankly 
exchanged, and the scientific reasoning of each side laid before the 
other Meanwhile, other products have had tolerances proposed and 
established with no dispute at all 

Had a formal hearing been required in each case, it would have 
taken year perhaps a generation—to arrive at the tolerar that 


have been established in a single year through the informal 


appli ation and an oc asional telephor Cc ¢ all or an ottice visit 


Advisory Committee of Scientists 


We now are having our first experience with an ad hoc advisory 
committee, under the pesticide-chemicals amendment. The scientists 
» arbitrate a dispute about whether the resu 


about 1,500 parts 


have been called in te 
animal-experimentation data which show injury at 
per million and less injury at 500 parts per million can be—to use their 
terminology—“extrapolated” down to 200 parts per million to justify 
a conclusion that two parts per million would be a safe tolerance for 
food for man, Plainly, this is not a factual question; the facts are 
reasonably well established. What is involved is wholly a question of judg 
ment on known facts. Simply stated, the question is: Can we safely 
take a chance with a cancer-producing chemical by assuming that the 
animal-injury curve will follow the line drawn between two knows 


points down into the unknown 


It seems to me that a statement of the problem shows better than 
anything else that the correct solution can only be felt and not proved 
The final judgment will have to be more intuitive than deductive 
The problem should give us some insight into just what kind of a 
lawsuit or administrative hearing we can expect under the chemicals 
in-food proposals 

If the injunction procedure should be adopted, any one of the 
241 district judges in any one of the 94 judicial districts may be called 
upon to do the “extrapolating.” He would, presumably, hear evidence 
from the pharmacologists which shows what happened to two groups 
of test rats fed 1,500 parts per million and 500 parts per million 
respectively of the test substance. On that evidence, he would be 
asked by the government to conclude that a safe level had not been 
established and that no tolerance is justified. But the manufactures 
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tioning the title to “that aforesaid land” in any court of 
the United States. Though he lost his lawsuits he finall 


by making life unbearable for its occupant 


As counsel for FDA, | have never found then 


trials. But I do find them interested in sound science: 


The administrative process owes its very being 
specialization on complex problems of this kind. Whe 
whether chemicals in foods should be dealt with 
process, in the first instance at least, rather than by 
challenging the validity of the administrative pros 


Problems Which Lawyers Must Solve 


\re we, as lawyers, prepared to discard the administ proces 
is a tailure Or should we devote our efforts t 
The ideal procedure is one that gives us the m: 
arriving at the correct scientific judgement Sucl 
vive full opportunity for scientific exchange and 
scientific judgment \t the same time, we must re 
facturer an opportunity to thresh out on a recor: 
which the scientists cannot solve among themselv« 
that the manufacturer have this right, coupled with the 
review provided in the existing Federal Food, Drug, and 
Act? Or does he require a trial de novo ina yovernment 
injunction Would the public interest be protected by author 


judicial trials of the wisdom of FDA’s scientific judgment on safety 


These are the problems that must be solved before we have 


i 


chemicals-in-foods amendment [The End] 
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The ‘‘New-Drug” Law 


of the Federal Food. Drug. and Cosmetic Act 


By IRVING H. JUROW 


This Study of Federal Control of the Drug and Pharmaceutical Industry 
Under the Federal Food, Drug, and Cosmetic Act's Section 505 and Its 
Administrative Regulations Was Presented at the Recent ABA Meeting in 
Philadelphia by the Author, General Counsel of Schering Corporation 
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and Foreign Commerce, posed a series of questions which were to 
serve as a point of departure into investigative hearings covering the 
entire field of federal control of the drug and pharmaceutical industry 

Heading Congressman Priest's list is the question of “new drugs.’ 
“Under present law,” he asks, “what are the responsibilities of the 
Federal Government with respect to new drugs as to (a) production 


and safety ; (b) distribution ; and (c) application and use‘ 


Moreover, the Citizens Advisory Committee on the Food and 
Drug Administration, in its study of the programs of FDA and its 
recommendations concerning the enforcement of the Act, devotes con 


siderable space and attention to the “new drug” procedure.’ 


In this posture and in anticipation of what these investigations 
may portend, it is perhaps timely to review the history and intent of 
the new-drug provision and, in that light, to consider some of the 
recommendations of the citizens advisory committee and the adminis 


trative practices that have developed over the past 17 vear 


First Provision for Testing Drugs Before Marketing 


Prior to the enactment of the Federal Food, Drug, and Cosmeti 
Act in 1938, no provision existed for testing and examining drugs 
before they were marketed. Indeed, the 1938 Act constitutes the first 
law requiring a drug to be adequately tested before it may be intro 
duced into regular trade channels The apparent lack of demand for 
such regulation, and of purpose to require such procedure, is ev! 
from the fact that at no time during the five year pt riod 
gestation through which the Copeland Bill passed did any 
bill suggest any such requirement. The closest that the 
of a new food and drug law came to sponsoring regulation 
provision in the original Copeland Bill and in its substitutes 
authorizing the Secretary of Agriculture to require a permit for 
state shipment of foods, drugs and cosmetics which might be injuri 
to health due to conditions of manufacture.” Even this provision, how 
ever, Which was not a “testing” requirement, was greatly restricted 


during the course of legislative consideration and, as finally modified, 


101 Congressional Record A3546 (May ‘S. 1944. 73d Cong Sex 12 rhe pro- 
1955) vision was revised in the later versions of 
*Citizens Advisory Committee on the the bill, S. 2000 and S. 2800 (73d Cong.) to 
Food and Drug Administration Report to authorize the Secretary of Agriculture to 
the Secretary of Health, Education, and adopt regulations governing conditions of 


| 


Welfare, June, 1955, pp. 53-59, 87-89 manufacture and requiring a permit in 
S. 1944, 73d Cong cases of emergenc and in the interests of 
*S 2000. 73d Cong., S. 2800, 73d Cong the public health 
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Copeland Bill when it was under consideration by the House, after it 
had been passed by the Senate, and the latter body considered only 


conference-committee report, our sole source of legislative intent 


the debate in, and committee report of, the House In its report to 


the House, the committee stated 


Indeed COMpa4risol | recommendatior 
Department of Agriculture with the provisios 


emphasize this limitation During the debate 


po ted out that the new-drug provision d 


control of new drugs,” and this departure 

of the Secretary of Agriculture was severel 
distinction is all too frequently overlooked 
mon error, into which even the well-informed 


mittee fell,** that the law requires “approval” of 


efore reaching the problem of the requiren 
application, the question whether the subject 
within the meaning oft the Act must first be 
recalled that a new drug, for the purposes of the 
composition is such that it is not generally recog 
qualified by training at d experience to evaluate the 
use under the conditions of use set fort] 
if expert qualified in terms of the 
drug as safe for use when used as directe: 
“new drug.” No definition of these highly significant tern 
the test it will bye observed Is an obrective 
reflection on FDA to suggest that it 1s no 
determination than is the manufacturer who propo 
drug. Yet, as a practical matter, few pharmaceutical 
distributing a new product without an expressior 
FDA as to it status as a new drug : The 
precautionary approach is, in fact, enhanced by the 
current practice of rendering informal advisory opinions 


ing the fact that the applicant may find himself required, an 


H Rept 4 7 Cong i Sess rC-400, April 7, 1943, in Kleinfeld and 
(1938) Dunn. Federal Food Drug, and Coametu 
of 


See footnote 14 Act ] / p. 733 Stats ents Gen 


Cited at footnote 20 eral Policy or Interpretation, 21 CFR Se« 


‘Report cited at footnote 6, ; 3.20 (1954 Supp.) 





the Administ: 


the desired ru 


rt ' 
‘ 








PAGE 616 0D DRUG COSMETIC LAW TOURNAI E PTEMBER 1955 


thought the legislative record of the Durham-Humphrey Amendment 

sufficient to dispose of this perennial thorn. Nevertheless, repeated 
efforts to extend its authority have been predicated upon repeated 
assertions that ' Satety ’ and ~efthicacy are inextricably integrated 

50, too, although the manufacturing methods, controls and facilities 
provision may appear, on its face to equate a tactory license provisiol 
proper administrative regard for the statutory intent suggests that it 


be resolved in terms of drug satety Moreover, the fact that the drug 


may be generally marketed without an effective new-drug applicat 


once if afety has become generally recognized vould 
demonstrate that the manufacturing provision has no significance 


beyond the factor ol safety 


Delimitation of FDA's Authority 
Che Act provide and the legislative history upport delimitat 
of the Administration's authority to that of “review” of the application 
filed by the applicant Thus, in describing the effect of the ne drug 


section the Hlouse committee report state 


| pr n WwW not put the Federal Gove 
developing ew drug nor will it require the G ernment t luy +f ' ft 
and nica test mace | ( ! ble ma i ‘ j 
et p i met a tive aut tat ‘ r r t the i i r 
1 not nreasonal lela the int t f ‘ | the ‘ 
In the course of the debates, it was observed that the ‘decisio1 


regarding the safety or danger of any new drug ts to be based not o1 
original investigation by the Secretary of Agriculture, but on data sub 
mitted by the applicant Indeed, the statutory grounds for refusing 
to permit an application to become effective appear to demonstrate 
that it is the applicant's data that must be evaluated, and upor hich 
the decision must be based, ¢ onsequently in considering the recon 

mendations of the citizens advisory committee and the answer to Cor 

gressman Priest's first question, we should first clarify the extent to 
which FDA ts authorized, or should be authorized, to pursue its ow1 


investivations in re spect ot the ¢ vide nce submitted nnew drug applica 


rt 
Act of October 26. 1951, Cl 578. 6 See ilso, Nelson New Drug Require 

Stat. 648, 21 USC Sec. 353(b) ments of the Federal Food, Drug, and Cos 

" Any consideration of safet of a drug metic Act i Food Drug Cosmetic Lau 
must include its toxicology and its pharma Quarterly 227, 231 (June 1949) Nelson 
cology or therapeutic effect Evaluation of Twelve Years of the New-Drug Sectior 
the therapeutic effect of a drug just an 6 Food Drug Cosmetic Law Journa 44 
other way of expressing the concept of 0 (May. 1951) 
efficacy A H Holland, address before House report cited at footnot« 
American Pharmaceutical Manufacturers 83 Congressional Record A22Z79 


Association, White Sulphur Springs, June 
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tions. Similar clarification is needed as to the extent to which FDA 
has, or should have, authority to prescribe methods, facilities and cor 
trols in the manufacturing process or to require changes in the proposed 


labeling, particularly in respect of conditions of use or warning statements 


Fourteen Recommendations of Citizens Advisory 
Committee Pertain to New Drugs 

That these are not impertinent subjects for industry consideration 
and comment is evident from the enormous breadth of the recom 
mendations of the citizens advisory committee. It is worthy of note 
that out of the 22 recommendations in the “Drugs and Devices Pro 
grams section, 14 pertain to the new-drug problem and procedure 
This should come as no surprise, however, and merely serves to point 
up the significance of the Administration’s control over new drugs and 
the need for industry vigilance in that area of regulation. The Com 
missioner of Food and Drugs has observed 


pharmaceutical research and development 


introduction of the sulpha drugs and then by 
an era of “miracle drugs.” More than half of 


be J “4 
own 17 years ago 


It is probably no exaggeration to say that every significant medicinal 
now on the market is, or has been, the subject of the new-drug pro 
cedure of the 1938 Act. In fact, it has been estimated that 90 per cent 
of the prescriptions written today cover medications unknown ten 


vears ago 


FDA's Power Tantamount to Licensing Authority 


The power to refuse to allow a new-drug application to become 
effective; the control over labeling and manufacturing procedure 
through the new-drug provision; the regulation of changes in, supple 
ments to, and amendments to, effective new-drug applications; and 
the regulation * of exemptions from the prescription requirements of 
the Durham-Humphrey Act * appear to have vested in FDA what 
tantamount to a licensing of the present-day drug industry The 
practical significance of this authority will not be lost upon 
his address before the American Pharmaceutical Manufacturers Ass 
tion in June of this year, Dr. Holland, Medical Director of the 


Report cited at footnote 6, at pp. 87-89 “21 CFR Sec. 1.108(c) 
“ Press release cited at footnote 4 Cited at footnote 29 
“ Rusk An Investment in Health,’’ New 
York Times, July 17, 1955 
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referred to the “tremendous economic importance” of an effective ne 


drug application and to the fact “that the holder of an original effective 


new drug application, in fact, enjoys a legalized monopoly for a variable 
period of time 
In consequence, in approaching an evaluation of the recommend 


tiot of the citizens advisory committee and the probable prop . 


lor nev legislation vhich will arise not only out of that committee 

report, but also from Congressman Priest's investigations, we should 
not lose sight of these implications of the new-drug procedure, and the 
extent to which we have accepted admuinistrati ( eXpansiol ot the 
original statutory intent To be sure, a proper appraisal of the fu 

tioning of the new-drug section should not overlook the rather 
iwnificant fact that there is a dearth f not ar ilmost omplete 
absence, of judicial decision in this area of drug law Phis may be 
attributable to the fact that the Administration has been either most 
proper and correct or most persuasive in exercising tts authority ! 
either case, the drug industry may well consider that its interests hav 


indeed been well served 


Decision Which Industry Must Make 
It is, however unfortunately typical of our legislative process to 


mount, upon a temporary emergency or untoward happening such as 


the Salk Vaccine’ incident or the elixir-sulfanilamide episode, an 
abundance of regulation of private industry For that reason, further 
and deep reflection on the part of industry 1s indicated before it tenders 
its answers to the Priest inquiries and before it adopts a position 
respect of the citizens advisory committee's recommendatior Phe 
tand which the drug industry takes in this frame of reference n 


very well] be critical and may point the direction n which the in 
shall be moving as a pri ate enterprise or asa gy ernment 
Cotherwise, under the understandable restraint which the drug industry 
might feel compelled to exercise in such “emergency” circumstance 

it may find itself once more submissive to further regulation by wv 
ernment: Mr. Charles Wesley Dunn’s comment in 1938. when he wrote 
that lthe Act] further establishes a permanent Governme 
control of ‘new drugs’ (italics supplied )** may, in that prove 


to have been a prophee \ [ The end | 


' 


* Holland. address cited at footnote 3% Introduction to Dunn work ted a 


footnote 1 
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Mr. Christopher, Member of the 
Alabama Bar, Is a Law Professor 


at Emory University, in Georgia 








terstate commerce, the court said, even though the defendant himself 
may have transported the drug.’ 

Adulteration.—This case involved the sale of lemon pies “adulterated 
with yellow coal tar color.” The pies were made from a packaged 
lemon pie filling which contained coal-tar color to yive a yellow 
appearance. Testimony was that the color of a “real” lemon pie 
is due to the presence of egg yolks. The charge under the Pennsy! 
vania General Food Law was that the added color concealed inferiority 
and deceived purchasers of the pie, and that it made the pies appear 
better than they were. The court ruled for the state, saying that 
“appellants added ;' color to make their pie appear to contain 
more egys a 

Another state case dealt with a preparation for decreasing the 
amount of coffee necessary for making liquid coffee. The preparation 
is harmless in the amounts used. Two sections of the statute were in 
question : first, that a product is adulterated if any substance has been 
added thereto so as to make it appear better or of greater value than 
it is; second, that a product is misbranded if it “is a product intended 
as an ingredient of another food and when used according to dire« 
tions of the purveyor will result in the final food product being 
adulterated or misbranded.” The court decided that, in the absence 
of a standard, a cup of coffee containing this preparation would still 
be coffee.° 


t Archambault v. U. 8., CCH Food Drug metic Law Reports £ 85,160 (Pa. Super 
Cosmetic Law Reports { 7316 (CA-10, July Ct., July 21, 1955) 
16, 1955) * Austin v. Onnes, CCH Food Drug Cos- 
*Commonwealth of Pennsylvania v. Di- metic Law Reports ° 85.156, 278 S. W. (2d) 
Meglio and DiMeglio, CCH Food Drug Cos- 93 (S. Ct. of Ark., April 25, 1955) 
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The facts appear to be similar to those in the Pop'n OW case,* and 
if that decision is correct, the present ruling as to adulteration would 


seem to be wrong. The state misbranding section relied on has no 


counterpart in the federal act, but taking the section on its face, the 


preparation clearly is misbranded. The court makes much over what 
is a cup of coffee. But it is submitted that the question here 1s as to 
how many coffee grounds must be used to convert water to coffee, not 
what goes into coffee. A cereal tasting like coffee, for example, is not 
coffee ; also, harmless hulls added to coffee results in adulteration and 
misbranding. The misbranding section here invoked may be poor 
law or the administrative decision to move against the product may 
have been the result of poor judgment, but neither of these factors 


a court matter 


State Constitutional Power.—-The question arose in South Dakota 
as to whether the state, having a continuous and adequate supply of 
high-quality fluid milk, could refuse to allow out-of-state milk to come 
in. The Attorney General answered in the negative. The decision is 
in line with dozens of court cases on the point. A state may inspect 
and regulate and in some states prices may be controlled, but a stat 


may not discriminate against interstate commerce 


Does “double jeopardy” prevent a state from proceeding unde 
its laws when the federal government has already prosecuted? The 
Attorney General of Missouri has ruled in the negative on this ques 
tion, saying that a defendant may be prosecuted, convicted and 
punished for the same acts on the same evidence under both statutes 
This ruling is similar to rulings made during “prohibition But the 
ruling also states that the state is not authorized to embargo product 
for the sole purpose of holding them until such goods can be seized 


by the federal authorities. 


An interesting delegation-of-power question has been decided in 
New Jersey. The statute directed the fixing of “such tolerances and 
exemptions as to small packages as shall have been or may hereafter bi 


fixed by the Secretary of the Treasury and the Secretary of Agriculture 


uy. 8. 4 Drums Pop'n Oil, 164 Regulation of Food and Drugs by the 
F. (2d) 250 (CCA-5, 1947) States,"’ 7 Food Drug Cosmetic Law Jour 
5See McDermott v. Wisconsin, 228 U. S nal 638 (October, 1952) 
115 (1913): Dean Milk Company v. City of *Opinion of the Attorney General of 
Madison, 340 U. S. M9 (1951); IB A. L. R Missouri, addressed to Dr. James H. Amos 
235 (1922); 155 / L. R. 1383 (1945): Chris- (April 25, 1955), CCH Food Drug Cosmetk 
topher Constitutional Questions in the Law Reports * 85,157 
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and the Secretary of Commerce of the United States 
(Italics supplied.) In upholding the delegation, the court stated 


“The exigencies of modern government have increasingly dictated the 


use of general, rather than minutely detailed standards Phe 


sh 


uniformity between state and federal regulations in this field and that 


court also made clear that the legislature was seeking to establi 


the adopted method was the only one open to it. This latter cor 
sideration appears to be sound ground for upholding the decision 
However, the talk about “standards” for the delegation appe: 

without substance, as this statute gives the federal government 


absolute discretion.’ 


\ 


Implied Warranty The Supreme Court of New 
that evidence by a defendant as to procedure used 
admissible in an implied-warranty action. The c: 
in a loat oft bread The court stated that suc h evi 
not to show due care or lack of negligence as thi 
"as tending to negative the plaintiff ~ testimony that the 
the bread when purchased The court added that 
should give proper instructions to the jury as to 


of the evidence 


The defense on the appeal had attacked the prol 
maintaining that implied warranty is fundamental]: 
that while the plaintiff does not have to prove negli 
warranty establishing a prima-facie case—the defer 
this prima-facie case by showing due care and la 
This is an interesting theory, especially in view of the fact that breach 
of warranty originally sounded in tort rather than assumpsit. It should 
be noted, however, that the court treats the implied 


arising out of contract 


Resale Price Maintenanc: The Report of the Attorn 
National Committee to Study the Antitrust Laws recommends repe: 
the Miller-Tydings and McGuire Acts, and thus this committee rejects 


the principle of resale price maintenance 


Several court decisions are of interest \ Michigan decision 


provides a possible round-about way for enforcing the nonsignet 


' State of New Jersey v. Hotel Bar Foods, * Simon v. Graham Bakery, CCH Food 
Inc., CCH Food Drug Cosmetic Law Re- Drug Cosmetic Law Reports 22.411, 111 
ports { 85,158, 112 Atl. (2d) 726 (S. Ct. of Atl. (2d) 884 (S. Ct. of N. J., February 
N. J., March 21, 1955) 28, 1955) 
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mum penalty for violating the Sherman Act was increased from $5,000 
to $50,000."° The Clayton Act was amended to grant a right of action 
to the United States to recover damages under the antitrust laws 
whenever it is injured in its business or property; also, a four-year 
statute of limitations was established for recovery in private actions 
(Sections 4 and 4A of the Clayton Act)."* 


ABA MEETING—STATEMENT ON ADVISORY 
COMMITTEE REPORT 


The following statement was unanimously approved at the August 23 
meeting of the Division of Food, Drug and Cosmetic Law, Section of 
Corporation, Banking and Business Law, American Bar Association, in 
Philadelphia 

“The Division of Food, Drug and Cosmetic Law of the American 
tar Association, meeting in Philadelphia, Pennsylvania, on August 23, 
1955, has studied the Report of June 1955 of the Citizens Advisory Com 
mittee on the Food and Drug Administration 

“This Division is in complete agreement with the conclusions of 
the Citizens Advisory Committee that the Food and Drug Administra 
tion is a vital organization of our Government which, despite unfortunate 
budgetary limitations, has performed outstandingly in protecting the 
health and purse of the American public in the field of food, drugs, 
cosmetics and devices. We agree, also, that the increasingly difficult 
task of the Food and Drug Administration in these vital activities 
cannot be carried on efficiently and comprehensively without a substantial 
increase in its annual appropriations. 

“This Division, accordingly, approves the Report of the Citizens 
Advisory Committee on the Food and Drug Administration and urges 
that this Report receive the careful attention of the appropriate bodies 
and officials in the legislative and executive branches of the Federal 
Government, to the end that the recommendations of the Citizens Ad 
visory Committee be enacted and put into effect without undue delay 
The welfare of the American public, as well as that of the regulated 
industries, requires this. This Division also urges that the Food and 
Drug Administration give careful consideration to the recommendations 
of the Citizens Advisory Committee that educational means and methods 
be used by the Food and Drug Administration to a greater extent to 
procure compliance with the Federal Food, Drug, and Cosmetic Act 

“This Division expresses its deep appreciation to the Citizens 
Advisory Committee for the vital task it has performed so ably and 
unselfishly and for the remarkable public service it has rendered.” 


~# Pub. L. No. 135, 84th Cong., 1st Sess. “ Pub. L. No. 137, 84th Cong., Ist Sess. 


(July 7, 1955) (July 7, 1955). 








Legislative Changes 


and Developments 


Canadian Law and Comment 


By R. E. CURRAN, Q. C. 


Federal 


Two statutes have been passed, at the session of Parliament 
recently ended, which are significant in the field of the inspection 
packing, grading and marking of meats and agricultural products 
These statutes, respectively, are the Meat Inspection Act which 
replaces the provisions of the Meat and Canned Food Act dealing 
with the inspection of meat, and the Canada Agricultural Products 
Standards Act,? which is intended to replace certain of the provisior 


of the following statutes 


Canada Dairy Products Act, R. 5. ¢ 
Fruit, Vegetables and Honey Act 
Live Stock and Live Stock Products 
Maple Products Industry Act, R. 5. ¢ 
Meat and Canned Foods Act, R. 5. ¢ 


he legislation, being of very great importar 


cerned, merits special comment and explanation 


Veat I) pection let In the explana 


it was introduced in Parhament, the 


tion of its scope and purpose 
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Mr. Curran Is Associated with the Cana- 
dian Department of National Health and 


Welfare, Ottawa, Canada, as Legal Adviser 
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ions of the Meat and Canned Foods Act 
When the required regulation ive been made 
the corre ponding re gulations under the Meat and Canned / / r 


This legislation is, of course, confined to meat and meat produ 
which enter international and interprovincial trade. It does not purport 
to deal with meat which is wholly prepared in a p 
ment for sale and consumption in the same province. In this connes 
tion, however, what will be said with respect to the Canada 
Agricultural Products Standards Act becomes relevant on the question 
of a grade standard having been established for a product not otherwise 
designed for interprovincial or international trade, but which purports 
to be sold as a product of that grade standard 

Canada Agricultural Products Standards Act In the explanatory 
notes which accompanied this bill, when it was introduced into Pats 
lament, the following was said in explanation of its scope and 
purpose 

At the present time, there are a number f tute pre 
standards and grading requirements for various ag 


principal Acts are as follows 


Canada Dairy Products Act, R. S. ¢ 1952. »? 
Fruit, Vewetables and Honey Act, R_.S. ( 19 126 

Live Stock and Live Stock Products Act RS, ¢ 1952 167 
Maple Products Industry Act. R. S C., 1952, c. 172 


Meat and Canned Foods Act, R. S. ¢ 1952, c. 177 


The purpose of this Bill is to provide, in one statute, for star i 
grading for all the agricult iral pre ducts covered by the tores \ 
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provided a basis of grade uniformity to many products which, at the 
present time, will be graded and sold under a federal or a provincial 
law depending upon the place of sale. 

In the debate in the House on this legislation, reference was made 
to the desirability of other commodities not necessarily in the food 
field being similarly dealt with in the interests of the public. It should 
perhaps be pointed out in this connection that legislation is already 
on the statute books in the form of the Canada Standards Act, but 
that legislation has up to the present time dealt only with certain 


textiles 


Food and Drugs Act.—By Order in Council P. C. 1955-1093 of 
July 21, 1955, certain of the regulations under the Food and Drugs 
Act were amended, 

The text of these amendments was published in the Canada 
Gazette, Part Il, under date of August 10, and in due course replace 
ment pages will be available to those who have copies of the food and 


drug regulations, and are on the list for that service 


Meanwhile, the changes which were made deal with the following 


subjects 


Food colors. \ change was made with respect to the presence 
of arsenic, lead, iron and copper, and with provision that the color 
is adulterated if other than the permitted metals and in the permitted 
amounts are present. 

Standards for wieners and beans, beans and wieners.-In the 
former, the percentage of wieners shall be not less than 25. In the 
case of the latter, the percentage shall be not less than 10 


Class IV preservatives.._A change was made by adding thereto 
certain new preservatives and by providing for the circumstances and 


the limits wherein Class IV preservatives can be used 


Vinegar.-Some slight change was made in the label require 
ments for stating the strength of vinegar by requiring that it should 


be calculated in terms of acetic acid 


Drugs.—-The label regulations respecting drugs packaged from 
bulk on retail premises have been amended to exempt from the general 
labeling provisions those that do not contain information other than 


the name of the drug, the name and the address of the retailer, the 


net contents, and adequate directions for use. 
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Penicillin. rhe proper names of two pen illin preparation were 


( hanged to conform to the names now recognized 


x I 


Veterinary drugs. \ new section with the series number C.01.600 


has been added to make special provision tor drugs which are specialls 


pac kage d for ve terinary use. These provisions are inter ded to exe mpt 
from certain of the regulations as regards cd save limits label ne and 
other matters drugs, antibiotics and vitami1 vhen intended for 


veterinary use and when so labeled 


Hair dyes. The form of the caution ind instructior tor u te 


ACCOMpPAany a hair dv« h; ve been ame nded tT rhe more pecific pre 


11 


vision tor potential hazards that mav follow its use 


‘ 


\ number of other formal and technical cl nye were made in 
idditior © the above and if 1s sugvested that the late | ime led 
regulations he uld be cor sulted by anvone whe concerned with the 


ubiect t} ereot 


(/ piun and Varcoti Druas Me nti. wa mace ' t he pre 
irticle of the Investigatior being made by a special « mmittee of the 
(nate of ¢ anada to examine and rep. rt upor the 1 reotic drue trathe 


in 4 anada The committee concluded hearing evidenes ai t 


early in June and, under date of June 20. made ts report to tl 


! 
enate. It was tormally adopted by that body on June 23. The report 
and the evidence whi h was heard by the committee present hew 
printed in blue-bo ik form at din due ce urse vill be ava ble fror 
the Queer printer to anyone who is interested in the ubject f dy 


addi tion 


The con mittee held special hear ny n the citi t (Coe1r 
Vancouver, Toronto and Montreal. Witness vere heard in eacl 
these areas, representative of all possible phases and interests in the 
drug probler In addition, witnesses from the United State the 
| nited Kingdom and France presented evide! ‘ ts the ommittes 
respecting the drug situation in their various countric 

he record, which will comprise some 600 printed page hould 
therefore prove to be a most useful document the subject of the 
drug traffi ind drug addiction not only to persor n (Canada. but also 
to persons in other countries where problet and policies beat me 
degree of similarity The committee made a | rve number if recon 
mendations relating to the treatment of drug addict a . te 


measures tor suppressing the drug traffi 
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Leaders 


IN FOOD, DRUG AND COSMETIC LAW 


Marion B. Folsom took oath of 
office as Secretary of the Department of Health, 
Education, and Welfare on August 1, 1955. Since 
the Food and Drug Administration is in that Depart- 
ment, he is responsible for FDA's regulation of some 
100,000 establishments handling food, drugs and 
cosmetics. 

Mr. Folsom has been active in government social 
security for 20 years. His private-industry work in 
the field goes back five years further. 

He served on the President's advisory council 
which helped draft the original Social Security Act 
in 1934. Secretary Folsom also was a member of 
the federal advisory council appointed joinily by 
the Senate Finance Committee and the Social 
Security Board in 1937-1938 and of the Social 
Security Advisory Council to the Senate Finance 
Committee in 1948. More recently, he had worked 
with the Department of Health, Education, and Wel- 
fare on the successful 1954 Eisenhower plan to 
extend the coverage and benefits of the sociai- 
security system. 
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und Charles Wesley! Dunn, President 
of the Food Law Institute 


a FLi Almost everyone concerned with the federal food 
comes in alge a 

handsomely aevigned and drug laws has at his fingertips the texts of 

and black, nok gudd Eueeping the basic Federal Food, Drug. and Cosmetic Act 

and the Federal Trade Commission Act. But few 

have readily available the fuil texts of the mamy and varied special federal 

food and drug laws, together with their legislative histories and related 


regulations. 


Now, this latest project of the Food Law Institute makes all these special 
laws accessible for the first time within the covers of one convenient bound 
book-—such laws as: the Meat Inspection Act; Packers and Stockyards 
Act; U. S. Grain Standards Act; Filled Milk Act; Oleomargarine Act; Nar- 
cotic Drugs and Marihuana Act; Virus-Serum-Toxin Act; and Federal Caustic 
Poison Act, to name just a few. 


Here they are—some 20 in all—in their full official language, along with 
informative legislative records and relevant administrative regulations; even 
pertinent postal regulations are included. And not gathered up haphazardly, 
but classified and arranged in five distinet sections: Meat, Food, Narcotics, 
Drugs and Chemicals, and Miscellaneous. Throughout, the text is enriched 
and enhanced by apt annotations to cases deemed best to illustrate the scope 
and purpose of the law in question. 


Dependable—a Commerce Clearing House, Inc., publication. In all, 1,334 
pages 654” x 97", hard bound, table of statutes, table of cases, and topical 
index. Price, $26.50 a copy. 
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